Bugg, Joy J. 


From: 

Sent: 

To: 

Cc: 

Subject: 


Trlcker, Anthony 

Friday, February 07, 2003 7:50 AM 

Kinser, Robin D.; Roethig, Hans; Patskan, George J. 

Tricker, Anthony; Dempsey, Ruth; Schorp, Matthias; Takada, Kohji; Soiana, Rick P.; Cox, 
Richard H. 

MDS / PMUSA / PMI clinical study interactions 


Importance: High 


Dear Robin, 

Thanks for your note and the contained information. The change to having samples analyzed by 
MDS Montreal instead of MDS Lincoln has several implications for executing current clinical studies. 
Furthermore, the suggested transfer of analysis to MDS Zurich for PMI clinical studies has even more 
implications. 

Sudden changes made by PMUSA and MDS which involve changes in protocols cause additional 
paper work which takes both time for myself and MDS Belfast (submission of Administrative Changes 
to the Belfast Ethics Commission), changing all the routing and shipping of samples etc, etc. in 
addition, changing the Japanese protocols involves even more work as everything has to be 
translated into Japanese, rechecked by Kohji, and corrected before the additions are finalized and 
changes made in the logistics of sample shipping. 

The original intention of PMUSA and PMf was to test PREPs in different geographical regions and 
see if any ethnic effect on biomarkers of exposure or biomarkers of effect was evident. This was to 
be done using the same protocols and analytical facilities. The intention to transfer some of the 
analytical methods to the MDS Zurich labs for PMI studies now raises several concerns: 

Who is going to cross validate the labs, PMUSA, PMI or MDS? Who is organizing, checking, and 
eventually paying for cross validation? I assume that most of the biomarker of exposure analysis for 
PMUSA studies is still outstanding and has not been initiated so that PMUSA has no need to cross 
validate method transfer between MDS Lincoln with MDS Montreal. 

As it appears that a lot of discussions which directly affect the PMI clinical studies are being made 
between PMUSA and MDS before PMI even hear about the outcomes, 1 would very much like (insist) 
that either Matt or I are included in the telephone conferences every Wednesday at 5 pm CET 
(Central European Time). 

With best regards, 

Tony 


■Original Message-— 


From: 

Kinser, Robin D. 

Sent: 

Friday, 7. February 20D3 03:06 

To: 

Tricker, Anthony 

Cc: 

Kinser, Robin D. 

Subject: 

FW: Admin Changes for Montreal Transfers 

Hi Tony— 



Note the last sentence. Clinical Evaluaiton has a conference call with MDS every Wednesday at 11. If they want 
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Source: https://www.industrydocuments.ucsf.edu/docs/fggk0001 




